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The Wuhan corona virus [2019-nCoV] has challenged health

care systems of the world beyond expectations. The world has not

seen such a fast progress of a virus with a huge impact on so-

cieties in all regions in modern times. It took only three months

from the initial awareness report on 31st of December 2019 about

a pneumonia to the World Health Organization (WHO), declaring

Covid-19 as a Public Health Emergency on 30th January 2020 and

to finally being characterized as a pandemic on 11th March [1] .

With the rapid spread and magnitude of societal impact, the is-

sue quickly evolved to become a political urgency requiring force-

ful measures to handle the crisis. 

With this editorial, we aim to introduce a European initiative,

COVID-19 Horizon Scanning, highlighting the importance of ev-

idence through expert collaborations to support regulatory pro-

cesses. Our initiative is organized in various work packages that

include; access to reliable diagnostic tests and use of digital solu-

tions to manage and to prevent the COVID-19 pandemic. We are

facilitating this initiative while working across various academic

disciplines, industries, consultants, HTA organizations and govern-

ments, for the greater good ( Fig. 1 ). Even though the project has a

European focus in this initial phase, the results are of relevance for

a broader audience in other regions around the world. 

In a situation where the demand for health-related actions may

be determined by a tweet or what the media is pushing, the health

technology assessment (HTA) scientific methods could potentially

be overseen. This may likely jeopardize the regulated processes

that ensure efficiency, safety, equitable access and effectiveness of

new drugs and technology. In the current stage of the pandemic,

it is crucial to control the spread of the COVID-19 and to optimize
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anagement and treatment of affected patients where a large pro-

ortion of those infected having mild symptoms which can be ef-

ectively managed at home. Thus, disease management tools (DMT)

re crucial, and the impact of a DMT will depend on both the in-

ividual and organizational responses. 

From our on-going review of national methodologies by HTA’s

o evaluate DHS in Europe, we were only able to find a few ded-

cated methodologies to demonstrate the value and effectiveness

f digital health technologies (DHT) to guide developers and deci-

ion makers, where the “Evidence standards framework for digital

ealth technologies” [2] by National Institute for Health and Care

xcellence (NICE) in the United Kingdom is the most developed .

or the DHS and DHT, the traditional HTA frameworks which focus

n a specific clinical pathway are not enough. This is because other

spects such as, acceptance by the user, IT-security, scalability, and

he ability to demonstrate effectiveness in a specific context be-

ome more relevant. The standard also identifies specific aspects

egarding IT-security, to ensure a safe function, which is assumed

o be covered within the European CE-marking approval process –

 pre-requisite before a technology is placed on the market. One of

he substantial limitations of the current Medical Device Directive

3] , include allowing many types of DHS to be placed on the mar-

et without any review by an external body. This raises potential

isks and concerns which should be evaluated prior to deployment

f such solutions. The EUnetHTA makes an important distinction

egarding diagnostics in their HTA-core model for evaluation of di-

gnostic tests [4] . They highlight the need to understand the role

f a technology in the entire healthcare pathway. They also pro-

ide guidance in evaluating what type of regulatory approval the

roduct has. However, they do not include validity consideration.

n our recent webinar [5] experts reviewed the extent of validity

f the CE-mark in ensuring safe and effective tests in a broader
hts reserved. 
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Fig. 1. 
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erspective. Similar to the DHS, professional diagnostic tools, un-

er the current Invitro Diagnostic Directive, do not require the

valuation of an external party before they can be CE-marked and

laced on the market [6] . Even though the WHO Director General

as a simple message to all countries “test, test, test” [7] , the ex-

ert group identified the importance of developing guidance based

n evidence, intention and specific performance requirements. In

act, a proper evaluation of a diagnostic test in this category - ac-

ording to the new In Vitro Diagnostic Regulation [8] , would re-

uire a review of an external notified body and a European ex-

ert panel, which may take up to a year. Yet, in the current situa-

ion we are experiencing use of products, whose development may

ave lasted for at most two or three months. For example, in Spain

he government had acquired test kits with an “accurate detec-

ion rate of just 30%.” [9] . In Sweden the Medical Product Agency

as prohibited the use of two self-administered tests for COVID-19

10] which had not been reviewed by a notified body. 

In our on-going review of digital solutions, we have identified

ore than 300 diagnostic tests for infection or immunity and more

han 50 digital solutions directly related to COVID-19. These diag-

ostic solutions vary from Apps for self-tracking of symptoms to

ore advanced solutions, such as GEO-tracking [11] to track in-

ected or diagnosed patients. Although, the GEO-tagging may eas-

ly be scaled-up to trace infected individuals remotely, to prevent

he spread of the virus and avoid the risk exposure of vulnerable

atient groups, they also raise crucial ethical issues. 

Much as the virus has created unexpected chaos and panic in

ealth systems all over the world, it is obvious that we need an

mmediate digital revolution not only to manage this crisis [12] ,

ut also to shift mindsets and speed up the uptake of digital so-

utions in health and social care systems. We believe that this is

 turning point for digital solutions to become an integral part of

ealth and social care systems. Accordingly, there is a substantial

eed of methodological frameworks to ensure that this integration

ecomes not only successful but also safe, effective, efficient and

oney saving. The Covid-19 challenge highlights the need for pre-
 p
aredness of health systems to respond urgently, without losing

ocus on evidence frameworks and regulatory processes. 

We believe that through collaborative effort s of various experts

cross Europe and other regions, we can contribute to evidence-

ased solutions that ensure safety, efficiency and effectiveness,

hile saving lives and minimizing waste and panic. This way we

an adequately support regulatory bodies to make the right deci-

ions regarding health policy, guidelines and use limited resources

ore wisely. 

In this critical space of time, we attempt to introduce essen-

ial topics to support these rapid digital deployments, while col-

aborating with several international experts to support informed

ecision-making on diagnostic and digital solutions. We aim at un-

erstanding the needs and disseminating guidance on solutions

hat can make a difference for all. In the initial phase the focus

s to get experts together to share experience and to shape the

genda for how different effort s and initiatives can move towards

eing evidence driven. This way, we can jointly close the gap be-

ween availability and access to safe and effective solutions, sup-

orted by evidence and best practice. Foro this purpose, we are

eeking for a broad engagement from experts and organizations

cross boundaries for the greater good of ensuring access to the

ost effective digital solutions to address COVID-19. Will you join

s? 
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